United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



10/668,650 



09/23/2003 

06/08/2006 



Douglas S. Cali 



816020-100041US 



2078 



34026 7590 

JONES DAY 

555 SOUTH FLOWER STREET FIFTIETH FLOOR 
LOS ANGELES, CA 90071 



EXAMINER 



MATTHEWS, WILLIAM H 



ART UNIT 



PAPER NUMBER 



3738 

DATE MAILED: 06/08/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



f}ffif*& A r* tin n Q 1 i m man/ 
\-/l/#Ut7 Ml, LIU II OUIIIlllal y 


Application No. 

10/668,650 


Applicant(s) 
CALI ET AL 


Examiner 

William H. Matthews (Howie) 


Art Unit 

3738 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group II and Specie A (figure 4a-5) in the 
reply filed on February 28, 2006 is acknowledged. In the Restriction Requirement, 
Group I was directed to heart valve devices and Group II was directed to methods of 
using heart valves. It is believed Applicant intended to elect a product of manufacture 
which is Group I rather than Group II since Applicant has withdrawn all claims drawn to 
methods. Applicant listed claims 30-32 and 35-36 as the only claims non-readable on 
the elected species. Examiner further finds claims 3-9, 1 3, 1 6-28 as non-readable on 
figures 4a-5 because the subject matter described explicitly in claims 3,9,13,16,22, and 
26 are not disclosed as features of figures 4a-5. 

2. Claims 3-9,13,16-28,30-32,35,36 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species or invention, there 
being no allowable generic or linking claim. Election was made without traverse in the 
reply filed on 2-28-06. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claim 11 and 33,34 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claim 1 1 depends from claims 1 and 10 
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which each recite "scalloped portions", therefore it is unclear as to what "the scallops 
comprise longitudinally extending portions" of claim 11 encompasses. Regarding 
claims 33 and 34, it is unclear as to what "the midpoint of each of the leaflets" defines. 



Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



6. Claims 1 ,29,33,34 are rejected under 35 U.S.C. 1 02(a) as being anticipated by 
Jansen WO 02/24117 (english translation may be found in USPN 6,780,200). 

Jansen disclose in abstract, and figures 1,5,6 a replacement heart valve 
comprising a valve body having two commissural attachment locations and an annulus 
having a saddle shaped portion defined by high peripheral portions 18,19 and low 
peripheral portions therebetween. Figure 5 shows an anterior side (the right side) 
having a length longer than a posterior side of the device. Regarding claim 33, leaflets 
are sewn to the body along edges 11,12 and the diameter of the device (line 20 of figure 
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6 and described at final 3 lines of page 5) may be 10mm. Therefore it is clear from the 
figures that a distance in the second direction as claimed is about 1-3mm. 

7. Claims 1,2,10,12,14,29 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Lane US PN 6,371,983. 

Lane disclose in figures 1-3,7, and 9-1 1 a replacement heart valve comprising a 
body having scalloped inlet and outlet portions, plurality of leaflets, high and low 
peripheral portions, and figure 9 depicts one of the high peripheral portions is higher 
than the other (as well as an anterior side having a longer length than a posterior side). 
Lines 17-33 describe seams for the leaflets. 



Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lane US 
PN 6,371,983 as applied to claims 1,12 and 14 above, and further in view of Myers et 
al. US PN 6,682,559. 

Lane discloses the limitations of claim 15 but lack the express written disclosure 
of sewing the leaflet edges in opposing fashion such that a slight biasing towards a 
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closed position is achieved. Myers et al. teach in column 8, lines 39-67 and figures 4-5 
that it is well known to attach opposing leaflet edges in order to provide a slight biasing 
towards the closed position. 

Therefore it would have been obvious to one of ordinary skill in the art at the time 
of the invention disclosed by Lane to include opposing leaflet edge seams as taught by 
Myers et al. in order to provide a slight biasing towards the closed position. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to William H. Matthews (Howie) whose telephone number 
is 571-272-4753. The examiner can normally be reached on Monday-Friday 10- 
6:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine M. McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



William H. Matthews (Howie) 

Examiner 

Art Unit 3738 



